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will not become effective until approval has
been given by the Office of Management and
Budget.

§488.20 Periodic review of compliance
and approval.

(a) Determinations by CMS to the ef-
fect that a provider or supplier is in
compliance with the conditions of par-
ticipation, or requirements (for SNFs
and NFs), or the conditions for cov-
erage are made as often as CMS deems
necessary and may be more or less
than a 12-month period, except for
SNFs, NFs and HHAs. (See §488.308 for
special rules for SNFs and NFs.)

(b) The responsibilities of State sur-
vey agencies in the review and certifi-
cation of compliance are as follows:

(1) Resurvey providers or suppliers as
frequently as necessary to ascertain
compliance and confirm the correction
of deficiencies;

(2) Review reports prepared by a Pro-
fessional Standards Review Organiza-
tion (authorized under Part B Title XI
of the Act) or a State inspection of
care team (authorized under Title XIX
of the Act) regarding the quality of a
facility’s care;

(3) Evaluate reports that may pertain
to the health and safety of patients;
and

(4) Take appropriate actions that
may be necessary to achieve compli-
ance or certify noncompliance to CMS.

(c) A State survey agency certifi-
cation to CMS that a provider or sup-
plier is no longer in compliance with
the conditions of participation or re-
quirements (for SNFs and NFs) or con-
ditions for coverage will supersede the
State survey agency’s previous certifi-
cation.

(Secs. 1102, 1814, 1861, 1863 through 1866, 1871,
and 1881; 42 U.S.C. 1302, 1395f, 1395x, 1395z
through 1395cc, 1395hh, and 1395rr)

[45 FR 74833, Nov. 12, 1981. Redesignated and
amended at 53 FR 23100, June 17, 1988, and
further amended at 54 FR 5373, Feb. 2, 1989; 56
FR 48879, Sept. 26, 1991; 59 FR 56237, Nov. 10,
1994]

§488.24 Certification of noncompli-
ance.

(a) Special rules for certification of
noncompliance for SNFs and NFs are
set forth in §488.330.

(b) The State agency will certify that
a provider or supplier is not or is no

§488.26

longer in compliance with the condi-
tions of participation or conditions for
coverage where the deficiencies are of
such character as to substantially
limit the provider’s or supplier’s capac-
ity to furnish adequate care or which
adversely affect the health and safety
of patients; or

(c) If CMS determines that an insti-
tution or agency does not qualify for
participation or coverage because it is
not in compliance with the conditions
of participation or conditions for cov-
erage, or if a provider’s agreement is
terminated for that reason, the institu-
tion or agency has the right to request
that the determination be reviewed.
(Appeals procedures are set forth in
Part 498 of this chapter.)

[59 FR 56237, Nov. 10, 1994]

§488.26 Determining compliance.

(a) Additional rules for certification
of compliance for SNFs and NFs are set
forth in §488.330.

(b) The decision as to whether there
is compliance with a particular re-
quirement, condition of participation,
or condition for coverage depends upon
the manner and degree to which the
provider or supplier satisfies the var-
ious standards within each condition.
Evaluation of a provider’s or supplier’s
performance against these standards
enables the State survey agency to
document the nature and extent of de-
ficiencies, if any, with respect to a par-
ticular function, and to assess the need
for improvement in relation to the pre-
scribed conditions.

(c) The State survey agency must ad-
here to the following principles in de-
termining compliance with participa-
tion requirements:

(1) The survey process is the means
to assess compliance with Federal
health, safety and quality standards;

(2) The survey process uses resident
outcomes as the primary means to es-
tablish the compliance status of facili-
ties. Specifically surveyors will di-
rectly observe the actual provision of
care and services to residents, and the
effects of that care, to assess whether
the care provided meets the needs of
individual residents;

(3) Surveyors are professionals who
use their judgment, in concert with
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§488.28

Federal forms and procedures, to deter-
mine compliance;

(4) Federal procedures are used by all
surveyors to ensure uniform and con-
sistent application and interpretation
of Federal requirements;

(5) Federal forms are used by all sur-
veyors to ensure proper recording of
findings and to document the basis for
the findings.

(d) The State survey agency must use
the survey methods, procedures, and
forms that are prescribed by CMS.

(e) The State survey agency must en-
sure that a facility’s actual provision
of care and services to residents and
the effects of that care on residents are
assessed in a systematic manner.

[59 FR 56237, Nov. 10, 1994]

§488.28 Providers or suppliers, other
than SNFs and NFs, with defi-
ciencies.

(a) If a provider or supplier is found
to be deficient with respect to one or
more of the standards in the conditions
of participation or conditions for cov-
erage, it may participate in or be cov-
ered under the Health Insurance for the
Aged and Disabled Program only if the
facility has submitted an acceptable
plan of correction for achieving com-
pliance within a reasonable period of
time acceptable to the Secretary.

(b) The existing deficiencies noted ei-
ther individually or in combination
neither jeopardize the health and safe-
ty of patients nor are of such character
as to seriously limit the provider’s ca-
pacity to render adequate care.

(©)(2) If it is determined during a sur-
vey that a provider or supplier is not in
compliance with one or more of the
standards, it is granted a reasonable
time to achieve compliance.

(2) The amount of time depends upon
the—

(i) Nature of the deficiency; and

(ii) State survey agency’s judgment
as to the capabilities of the facility to
provide adequate and safe care.

(d) Ordinarily a provider or supplier
is expected to take the steps needed to
achieve compliance within 60 days of
being notified of the deficiencies but
the State survey agency may rec-
ommend that additional time be grant-
ed by the Secretary in individual situa-
tions, if in its judgment, it is not rea-
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sonable to expect compliance within 60
days, for example, a facility must ob-
tain the approval of its governing body,
or engage in competitive bidding.

[59 FR 56237, Nov. 10, 1994]

Subpart B—Special Requirements
§488.52 [Reserved]

§488.54 Temporary waivers applicable
to hospitals.

(a) General provisions. If a hospital is
found to be out of compliance with one
or more conditions of participation for
hospitals, as specified in part 482 of
this chapter, a temporary waiver may
be granted by CMS. CMS may extend a
temporary waiver only if such a waiver
would not jeopardize or adversely af-
fect the health and safety of patients.
The waiver may be issued for any one
year period or less under certain cir-
cumstances. The waiver may be with-
drawn earlier if CMS determines this
action is necessary to protect the
health and safety of patients. A waiver
may be granted only if:

(1) The hospital is located in a rural
area. This includes all areas not delin-
eated as “urban” by the Bureau of the
Census, based on the most recent cen-
sus;

(2) The hospital has 50 or fewer inpa-
tient hospital beds;

(3) The character and seriousness of
the deficiencies do not adversely affect
the health and safety of patients; and

(4) The hospital has made and con-
tinues to make a good faith effort to
comply with personnel requirements
consistent with any waiver.

(b) Minimum compliance requirements.
Each case will have to be decided on its
individual merits, and while the degree
and extent of compliance will vary, the
institution must, as a minimum, meet
all of the statutory conditions in sec-
tion 1861(e)(1)-(8), in addition to meet-
ing such other requirements as the
Secretary finds necessary under sec-
tion 1861(e)(9). (For further information
relating to the exception in section
1861(e)(5) of the Act, see paragraph (c)
of this section.)

(c) Temporary waiver of 24-hour nurs-
ing requirement of 24-hour registered
nurse requirement. CMS may waive the
requirement contained in section
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